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Amendments to Uu> Claims: 

This- listing of claims will replace all prior versions and listings of claims in the application. 
Lis! in £ of Claims: 

1 . (Original) Substantially pure desloratadine having an HPLC purity greater than 
99.5%, and having an nbsorbuncc less than 0. 1 5 An al 420 nm for a 5%w/v solution in methanol, 
which does not show a peak for an impurity at a relative retention lime in the range from about 
0.85 to about 0,99 (relative to desloratadine appearing at a retention time of 25+5 minutes) which 
is greater than the discard limit .set at less than 0.025% of total area, when tested according to an 
HPLC method performed using a Hypcrsil BDS C« column (15 cm x 4.6 mm, 5 \\m particle size) 
with the following parameters: 

Mobile phase: Buffer solution having a pH of about 3, methanol and acctonitrilc in a volume 
ratio of 8:1:1. 

Injection volume : 20j.il 

Flow rale : 1.5 ml/minute 

Run time : 75 minutes 

Discard limit : Set at less than 0,025% of tot al area 

2. i (Original) Substantially pure desloratadine as claimed in claim 1, wherein (a) 
total impurities are not more than 0.5%; and (b) no individual impurity is greater than 0.1%. 

3. (Original) Substantially pure desloratadine as claimed in claim 2. wherein the 
total impurities arc less than 0.3%. 

4. (Currently Amended) [[A sJJSubstantially pure desloratadine of claim 1 , 2 or 3 
prepared by a process comprising acidic hydrolysis of a compound of formula 3, where R is 
selected from CORi, COORi, wherein Rj is selected from branched or linear alkyl containing 1 
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lo 6 carbon atoms, cycloalkyl, alkenyl, alkynyl, siryL aralkyl and their Kiibsiituicd analogs; by- lh e 
jicklic hydrolysis comprising 

heating with a strong organic acid or a mineral acid for about 1 hour lo about 24 

hours, 

adju&ffl<mH»f adiust iim oH of the hydrolysod reaction mixture lo a-pW-between 

the- range of about 3 to a bout 5. ept^ftl-taMtlmenfe 

oft tionallv treating with an adsorbent; ag istment c+f 

_ QlUwkU^ 1 of the reaction mixture lo tvf*l-t>f greater than about % and 

iwfthtf tefreAj so la t in g des 1 or a t ad i nc{ [ . j j 




R 

Kormula 3. 



5. (Currently Amended) [[A] | The substantially pure dcslorafadinc of claim 4 
prepared by a process comprising-aeWte-hyd^ heating to 
aboul205,t:Q..j_5 0°C in ihe presence of a stronu agjd -witii un-aek^^4em^ 

range of-«^iem» U) about IS ffiG. 

6. (Currently Amended) [[ A] | The substantially pure desloratadine of claim 4 
prepared bv a process further comprising reeyystolliaat iofnaf rec rvstal I i vm \ » des 1 oratad i nc from a 
solvent system comprising a mixture of an alcohol and a hydrocarbon solvent. 

7. (Currently Amended) 1 1 A] j The substantially pure desloratadine of claim 6 
wherein thfc.alcoho! is methanol and thc.hydrocari?on solvent is cyclohcxane. 
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8. (Currently Amended) A process for preparation of substantially pure 
ricslorotadinc comprising acidic hydrolysis of a compound of formula 3, where R is selected 
from COR i, COORi, wherein Rj is selected from branched or linear uikyl containing 1 to 6 
carbon atoms, cycloalkyl, alkenyl, alkynyU aryl, aralkyl and their substituted analogs; ««<Kheif 
mhm lutet^aRaleg^^^ornrm si ng 

heating the compound of jomuija 3 in t he presen ce of w4t-h-a strong organic acid 
or a mineral acid for about 1 hour to about 24 hours, a*l r ti ! i inu ? ni of 

adjust ing th e pH of the hydrolysed reaction mixture lo «-pH belv^fi4he-F^g^f 
about 3 to abotil-5, 

or>riena4-tye{tfmenr-op tionally trea ting the pll adj usted reactio n mixture with an 
adsorbent, adjustment tvf 

adjusti ng the pH of the reaction mixture to a-pH ^greater than about 9 a and 
^lation ^isoiatjng_ dcaloraiadinc[[.]] 




R 

Formula 3. 



y. (Currently Amended) [f A]| The process as claimed in claim S wherein R is 
COOK | and R| is ethyl and the ei^fiftHKicki is mclhancsul Ionic acid. 

10. (Currently Amended) [[A]] Th£j>rocess as claimed in claim 8 wherein R is 
COORi .ind R| is ethyl and the mineral-acid is sulphuric acid. 
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1 1 . (Currently Amended) [[A J] The process as claimed in claim 8, comprising aet4k? 
hyrffftiyfvis^^e mpi^und of f<H*mu1a-&4>y heating lo about 2QZ t o I 50° C i n th e presenc e of a 
gMng^acjd-wt^HH^ iil at a temp erature betwegH^e-mtgtMfr f am b i e nHo a bout- 4-54-£. 

12. (Currently Amended) [[A]] The process as claimed in claim 1 1, comprising 
Bekfo ^ydrolya i G of a^mfre«*A^tf<HW»ltt-3 r by heating with-m-aeidH M ti toniperQlur e-belween 
th»« fflge of about to a bout. 60 W C to ttbettt-1 IO°Cjn the pre senc e of a strong acid. 

! 3. (Currently amended) (| A] 1 T he p rocess us claimed in claim 9, whereifMbeHieidie 
h-ydrfrl y i iifl in cur ried etU4>y-compr isinu heating with mtH a l><)e^td-frmje-mcthan csu I fon i c acid for 5 
to 1 5 hours at tHempemta«4>etw> eH the rnn ge-o-f-ahout W°C io about 12Q°C 

14. (Currently Amended) [[A]] The process as claimed in claim 10, whefein-the 
flekfe^hyt>F»lysis is -<*H=rie4^Hrt4>y c ompris ing heating with sulphuric acid for 1 to 5 hours at a 
ttmpefftttiF^-be^ween the range of about W)T to at***-] 20"C. 

1 5. (Currently Amended) [[A]] The_proccss as claimed in claim wherein adsorbent 
is selected from charcoal, neutral or alkaline alumina, silica w-and fuller* s earth. 

1 6. (Currcnlly Amended) [[A]] The p rocess as claimed in claim 8, comprising 
adjustment-frf adjust ina the pH of the read ion mixture to a-f>H4ie tw<?en ihe-range^f-about 4 to 
aboul-5. ifeofwKwt -troatinp with charcoal, mtftfsknem -of adjus ting the p i J of the reaction mixture 
to a-pH -of- about-greater than about 9 and testorion-ef isolating dcsluraiadinc. 

1 7. (Currently Amended) [| A |] TI)e_process (is claimed in claim 8, further comprising 
recTysu4J^ from a solvent system comprising of two or 
more pw^^^afH=tHH^so1venls selected from water, alcohols, linear hydrocarbons, branched 
iiagfaggarhons, or-cyclic hydrocarbons, aromatic hydrocarbons, ethers, ketones, nitrites, esters, 
and their halo or substituted aruilogs-mHf4he4ik-e. 
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1 8. (Currently Amended) [| A] | The process as claimed in claim 8, further comprising 
ftSH^yslH II i /.at ion-of r cc r v sl ajli^j n g dcsl oratad i no from a solvent system comprising a mixture of 
an alcohol and a hydrocarbon solvent. 

19. (Currently Amended) ffAjJ Thcproccss as claimed in claim 1 8 wherein alcohol 
is methanol and hydrocarbon solvent is eyclohexane. 

20. (Currently Amended) ((A)] Theprucess as claimed in claim 1 9, wherein the ratio 
of rnethanolxyclohexane is 1:14 v/v. 

2 \ , (Currently Amended) f f A JJ I.he process as claimed in claim 8 for preparation of 
substantially pure dcsloratadinc as described in claim 1, 2 or 3. 

22, (New) Dcsloratadinc having an f (PLC purity greater than 99.5% which docs not 
show a peak corresponding to an impurity of formula 4 when tested according to an HPLC 
method performed using a Hypersil BDS C» column ( ! 5 em x 4,6 mm, 5 p.m particle size) with 
the following parameters: 

Mobile phase: Buffer solution hav ing a pU of about 3 V methanol and acclonitrile in a volume 
ratioof8:J:L 

Injection volume : 20j.il 

Flow rate : 1,5 ml/mimile 

Run time : 75 minutes 

Discard limit : Set at less than 0.025% of total area[[ J| 
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Formula 4. 
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